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DETAILED ACTION 

Election/Restrictions 

Applicant's election of group I, claims 1-11, 13-22, 35 and 36 in the reply filed on July 6, 
2007 is acknowledged. Applicant's election with traverse of group l t claims 1-11, 13-22, 35 and 
36 in the reply filed on July 6, 2007 is acknowledged. The traversal is on the ground(s) that the 
Office did not articulate why the cited art either anticipated or rendered obvious the claimed 
invention. This is not found persuasive because the Office is not required to state why the prior 
art anticipates or renders obvious the claimed invention, only that the inventions are 
independent and distinct and that serious burden would be placed upon the examiner to search 
all of the claims. See MPEP §808. 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 12 and 23-34 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected invention, there being no allowable generic or linking 
claim. 

Priority 

Acknowledgment is made of applicant's claim for priority from copending provisional 
Application No. 60/421 ,781 , filed on October 29, 2002. 

Acknowledgment is made of applicant's claim for priority under 35 U.S.C. 371. 
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Information Disclosure Statement 
The information disclosure statement (IDS) submitted on June 16, 2005 is in compliance 
with the provisions of 37 CFR 1.97. Accordingly, the information disclosure statement is being 
considered by the examiner. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign 
country or in public use or on sale in this country, more than one year prior to the date of 
application for patent in the United States. 

Claims 1-5, 7-11,13-15 and 36 are rejected under 35 U.S.C, 102(b) as being anticipated 
by Pall Corporation (hereafter "Pali") (GB 1,297,794). 

With respect to claim 1: Pall teaches a syringe assembly, comprising: an elongate container 45 
with a plunger 22 slidably and sealingly engaged therein to form a cavity to receive fluid 
materials, the fluid materials including a nongaseous constituent (e.g. blood) and a gaseous 
constituent (air), the 

container 45 further-comprising a first outlet at apertured tip 47 for dispensing fluid materials, 
from the cavity under the action of the plunger 22. Gaseous material collection housing 55 has a 
fluid materials receiving chamber 54, the housing having a first inlet defined by passageway 17 
x of leg 1 1 of housing 55 to couple with the first outlet 47. The housing 55 has a second outlet 
defined by passageway 19 of leg 15 of housing 55 and a second outlet valve portion 73 for 
controlling the passage of the gaseous constituent from the chamber through the second outlet 
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to a region outside the housing while retaining the non-gaseous constituent within the chamber. 
(Figs. 1,2, Page 2, lines 110-122, Page 4, lines 3-21, 104-108, 120-129) 

With respect to claim 2: Pall teaches an assembly further comprising a first inlet valve portion 
12 for controlling the passage of the fluid materials through the first inlet. (Page 5, lines 8-19, 
68-70) 

With respect to claim 3: The first valve portion 12 includes a valve plate in the form of valve 
seat 61 that is integral with insert 52 that is permanently fixed in bore 62 defining passageway 
17 of housing 55. The plate 61 is therefore sealingly anchored with the housing 55 adjacent a 
duck bill valve 68. (Fig. 3, Page 5, lines 8-19) 

With respect to claim 4: The second outlet valve portion 73 includes a hydrophobic media layer 
in the form of a polyester-modified polyurethane foam layer 13. (Page 5, lines 32-41) 

With respect to claim 5: The hydrophobic media layer 13 includes a first surface facing the 
chamber and an opposite second surface, the second outlet valve portion 73 further including 
an external housing in the form of insert 53 adjacent the second surface. (Fig. 3, Page 4, lines 
120-125) 

With respect to claim 7: The second outlet valve portion 73 includes a hydrophobic filter media 
layer in the form of polyurethane foam 13 mentioned supra sealingly anchored with the housing 
adjacent the second outlet. (Page 5, lines 32-41,53,54) 
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With respect to claim 8: The hydrophobic filter media layer 13 includes a substantially wetting 
membrane, as the layer is comprised of foam. (Page 5, lines 32-41 ,53,54) 

With respect to claim 9: At least a portion of the housing 55, which is comprised of polyvinyl 
chloride, which is transparent, is arranged to view fluid materials accumulating therein. (Page 4, 
line 115) 

With respect to claim 10: The portion of housing 55 is comprised of polyvinyl chloride, which is 
transparent. (Page 4, line 115) 

With respect to claim 11: Pall teaches that substantially the entire housing 55 is constructed of 
polyvinyl chloride, which is transparent. (Page 4, line 115) 

' With respect to claim 13: Pall teaches a method for discharging gaseous materials from a 
medical materials dispenser, comprising the steps of: filling a medical materials dispenser in the 
form of syringe 20 with fluid materials; fitting an outlet (apertured tip 47) of the dispenser with an 
inlet 1 1 of a collection housing 55, which is arranged to receive fluid materials from the syringe 
cavity and which has the capability of selectively emitting a gaseous constituent of the material 
from the housing, and of retaining one or more non-gaseous fluid constituents in the housing via 
a filter media layer 13; orienting the dispenser 20 to collect the gaseous constituent adjacent the 
outlet 47; and activating the dispenser 20 by depressing plunger 22 so that at least the gaseous 
constituent exits the outlet and enters the housing 55 wherein the dispensing step may include 
the emission of the gaseous constituent from the housing through filter 13 while the non- 



Application/Control Number: 10/533,553 Page 6 

Art Unit: 3761 

gaseous residual materials are substantially retained therein. 

With respect to claim 14: Pall teaches a method further comprising the steps of removing the 
collection housing 55 from the dispenser 20 and actuating the dispenser 20 to administer the 
fluid materials. 

With respect to claim 15: The dispenser includes a syringe 20. 

With respect to claim 36: Pall teaches a dispenser assembly 20, comprising: an elongate 
container 45 with a plunger 22 slidably and sealingly engaged therein to form a cavity to receive 
fluid materials, the fluid materials including a nongaseous constituent (blood) and a gaseous 
constituent (air), the container 45 further comprising a first outlet at apertured tip 47 for 
dispensing fluid materials from the cavity under the action of the plunger 22; a gaseous material 
collection housing 55 having a fluid materials receiving chamber 54, the housing having a first 
inlet 17 to couple with the first outlet 47; and the housing having a second outlet 19 and a valve 
assembly 73 for controlling the passage of the gaseous constituent from the chamber through 

the second outlet to a region outside the housing while retaining the non-gaseous constituent 

within the chamber via filter media layer 13 therein; the valve assembly including a first valve 
portion including an hydrophobic media layer 13 and a normally closed second valve portion in 
the form of duckbill valve 68 spaced from the first valve portion 13 to form an intermediate 
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chamber therebetween bounded by the media layer 13, the inner wall of insert 53 and the outer 
surface of duckbill valve 68 in Fig. 5. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a 
whole would have been obvious at the time, the invention was made to a person having 
ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Pall in view of 
any of DiMatteo et al (U.S. Patent Application Publication No. 2002/0188348), Swisher et al 
(U.S. Patent Application Publication No. 2002/0173757) and Phillips (U.S. Patent No. 
5,380,277). 

With respect to claim 6: Pall teaches that valve plate 61 does not explicitly teach that valve 
plate 61 is spring biased to a closed position to form a 

unidirectional valve. However spring-biased valves having valve plates therein that are biased to 
a normally closed position are known in the art (see U.S. Patent Application Publication Nos. 
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2002/0188348 to to DiMatteo et al, 2002/0173757 to Swisher et al, and U.S. Patent No. 
5,380,277 to Phillips), therefore it would be obvious to one of ordinary skill in the art to modify 
the device of Pall so as to have a valve plate in said first valve portion that is spring biased to a 
normally closed position with a reasonable expectation of success to prevent undesired flow in 
any direction that will cause contamination of either the ambient environment or the fluid 
material received therein. 

Claims 16-22 and 35 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Tremblay et al (U.S. Patent No. 6,136,308) in view of Pall (794). 

With respect to claim 16: Tremblay teaches a process for treating a mammalian patient, which 
comprises: extracting an aliquot of the patient's blood, necessarily with a first medical materials 
dispenser (Col. 3, lines 7,8); subjecting the aliquot of blood extracorporeal^ to at least one 
stressor selected from an oxidative environment, UV radiation and elevated temperature up to 
about 45° C. (Col. 3, lines 8-11); delivering the so-treated aliquot of blood for injection, which 
necessarily occurs intravenously from a chamber of a second medical materials dispenser (Col. 
3, lines 11,12, Col. 6, lines 5-8). Tremblay teaches administering the so-treated aliquot of blood 
from the second medical materials dispenser to the patient. (Col. 3, lines 11,12) 

Tremblay does not teach fitting an outlet of the second medical materials dispenser with 
an inlet of a residual material collection housing which is arranged to receive residual fluid 
materials from the chamber and which has the capability of emitting a gaseous component of 
the material from the housing, and of retaining substantially all non-gaseous fluid materials in 
the housing. Pall teaches a medical materials dispenser in the form of syringe 20 having 
chamber 45 and teaches fitting an outlet (apertured tip 47) of said dispenser with an inlet 17 of a 
residual material collection housing 55 which is arranged to receive residual fluid materials from 
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the chamber 45 and which has the capability of emitting a gaseous component of the material 
from the housing, and of retaining substantially all non-gaseous fluid materials in the housing via 
filter media layer 13. Pall teaches that the housing 55 (defining T-connector 10) is part of a 
sterilizing apparatus that ensures that flow from the syringe 20 is one-way only, preventing 
contamination, therefore it would be obvious to one of ordinary skill in the art to modify the 
method of Tremblay so as to include the step of fitting an outlet of said medical materials 
dispenser with the inlet of a residual material collection housing as taught by Pall to ensure one- 
way flow of the material from the syringe and provide a sterile environment for the transfer of 
medical material from the dispenser; 

Tremblay also does not teach the claimed orienting step. Pall teaches orienting the 
second medical materials dispenser 20 to collect, at the outlet 47, a gaseous constituent (air) in 
the fluid material within the chamber 45, dispensing the medical materials dispenser 20 by 
depressing plunger 22 so that at least the gas constituent exits the outlet and enters the housing 
55. The motivation to modify the method of Tremblay in the manner taught by Pall is stated 
supra. 

With respect to claim 17: The oxidative environment stressor taught by Tremblay to which the 
blood aliquot is subjected is a mixture of medical grade oxygen and ozone, with an ozone 
content from about 0.1-100 pg/ml, the ultraviolet radiation stressor is ultraviolet radiation from . 
UV lamps emitting primarily at wavelengths of 280 nm or shorter, and the elevated temperature 
stressor is a temperature in the range from about 38-43° C. (Col. 4, lines 48-50, lines 54-62, 
Col. 5, lines 5-12) 
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With respect to claim 18: The blood aliquot is of volume of about 0.1 ml to 400 ml. (Col. 3, lines 
65-67) 

With respect to claim 19: The chosen stressor or combination of stressors is applied to the 
blood aliquot for a period of time from 0.5-60 minutes. (Col. 5, lines 63-66) 

With respect to claim 20: The oxidative environment stressor to which the blood aliquot is 
subjected is a mixture of medical grade oxygen and ozone, with an ozone content from about 
0.1-100 pg/ml. (Col. 4, lines 60-62) 

With respect to claim 21: The ultraviolet radiation stressor is ultraviolet radiation from UV lamps 
emitting primarily at wavelengths of 280 nm or shorter. (Col. 5, lines 5-12) 

With respect to claim 22: The elevated temperature stressor is a temperature in the range from 
about 38-43° C. (Col. 4, lines 48-51) 

With respect to claim 35: Tremblay teaches a process for treating a mammalian patient, which 
comprises: a step for extracting an aliquot of the patient's blood with a first medical materials 
dispenser (Col. 3, lines 7,8); a step for subjecting the aliquot of blood extracorporeal^ to at least 
one stressor selected from an oxidative environment, UV radiation and elevated temperature up 
to about 45° C. (Col. 3, lines 8-11); delivering the so-treated aliquot of blood for injection, which 
necessarily occurs intravenously from a chamber of a second medical materials dispenser (Col. 
3, lines 11,12, Col. 6, lines 5-8). Tremblay teaches administering the so-treated aliquot of blood 
from the second medical materials dispenser to the patient. (Col. 3, lines 11,12) 
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Tremblay does not teach fitting an outlet of the second medical materials dispenser with 
an inlet of a residual material collection housing which is arranged to receive residual fluid 
materials from the chamber and which has the capability of emitting a gaseous component of 
the material from the housing, and of retaining substantially all non-gaseous fluid materials in 
the housing. Pall teaches a medical materials dispenser in the form of syringe 20 having 
chamber 45 and teaches fitting an outlet (apertured tip 47) of said dispenser with an inlet 17 of a 
residual material collection housing 55 which is arranged to receive residual fluid materials from 
the chamber 45 and which has the capability of emitting a gaseous component of the material 
from the housing, and of retaining substantially all non-gaseous fluid materials in the housing via 
filter media layer 13. Pall teaches that the housing 55 (defining T-connector 10) is part of a 
sterilizing apparatus that ensures that flow from the syringe 20 is one-way only, preventing 
contamination, thferefore it would be obvious to one of ordinary skill in the art to modify the 
method of Tremblay so as to include the step of fitting an outlet of said medical materials 
dispenser with the inlet of a residual material collection housing as taught by Pall to ensure one- 
way flow of the material from the syringe and provide a sterile environment for the transfer of 
medical material from the dispenser. 

Tremblay also does hot teach the claimed orienting step. Pall teaches orienting the 
second medical materials dispenser 20 to collect, at the outlet 47, a gaseous constituent (air) in 
the fluid material within the chamber 45, dispensing the medical materials dispenser 20 by 
depressing plunger 22 so that at least the gas constituent exits the outlet and enters the housing 
55. The motivation to modify the method of Tremblay in the manner taught by Pall is stated 
supra. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Melanie J. Hand whose telephone number is 571-272-6464. The 
examiner can normally be reached on Mon-Thurs 8:00-5:30, alternate Fridays 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on 571-272-1115. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-directuspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Melanie J Hand 
Examiner 
Art Unit 3761 



September 14, 2007 




TATYANA ZALUKAEVA 



